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BY FACSIMILE AND U.S. MAIL 

Ms. Jennifer Zachary ^ - ^ - ■ - / i 

Assistant Chief Counsel 

U.S, Department of Health & Human Services 

Food and Drug Administration, Office of the Chief Counsel 

5600 Fishers Lane, GCF-1 

Rockville, MD 20857 

Re: S.E.C, v, Richard F. Selden 

Civil Action No, 05>11805-NMG fP. Mass.^ 

Dear Jennifer: 

Today's letter regarding the Food and Drug Administration's ("FDA's") 
refusal lo comply with Richard F. Selden's Rule 30(b)(6) subpoena represents yet 
another attempt by the agency to block Dr, Selden's legitimate effort to take discovery in 
order to defend himself against the Securities and Exchange Commission's ("SEC's") 
charges of securities fraud in the above-captioned action. Frankly, given the several 
court orders that have been issued against you as well as the D.C. Circuit's crystal clear 
ruling in Yousuf v. Samantar . 451 F.3d 248 (D.C. Cir, 2006), I am surprised that the 
FDA would continue to take these indefensible positions.^ 



Typical of ihe agency's reflexive refusal to assist Dr. Selden is your admonishmexii for our 
having not scheduled ihe dq^osition of Dr. Walton ("It is unclear to nae why you should have a need for 
addiiionaJ depositions when you have not even auempied lo schedule the one deposition that FDA has 
authorized"). If the FDA was at all sensitive lo the realities of Dr. Seidell's situation, it would realize that 
he cannot possibly schedule the deposition of Dr. Walton because there is a pending lawsuit concerning 
the FDA's refusal to permit his questioning beyond two limited subject areas. See Selden v. EDA, et al.. 
Civ, No. 06-1 1807-NMG (D. Mass.). In addition, Dr. Selden cannot schedule the deposition until he has a 
complete production of relevant documents^ which is pending since October of 2005, If the FDA were 
willing to cooperate with Dr. Selden's requests^ we could then schedule Dr. Walton's deposition. 
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Jennifer Zachary 

U.S. Food and Drug Administration 

Febniaiy6, 2007 

Page 2 



Nevertheless, because time is of the essence, we are re-submitting Dr. 
Selden's subpoena, under this cover^ to both you and tlae FDA Commissioner as a 
request for testimony pursuant to 2 1 C.F.R. §20,1. With respect to serving the "public 
interest" and "objectives" of the FDA, we believe it is a fundamental riglit of all citizens 
to have a full and fair opportunity to defend themselves against government enforcement 
actions J which right includes the ability to have equal access to government witnesses. 
Dr. Selden's right ro a full and fair defense is amplified in lihis case, where the FDA has 
actively cooperated and assisted the SEC in its investigation and prosecution of Dr 
Selden, including providing the SEC with access to FDA information, actively assisting 
the SEC in its effort to collect infonnation leading to this lawsuit, providing 
documentation within weeks of request, making FDA staff available for ''off the record" 
interviews by SEC representatives, and advising and consulting with the SEC during the 
course of the enforcement action itself Indeed, for the same reasons that the FDA 
determined it to be an objective of the agency and in the public interest to support the 
activities of tlie SEC, the FDA should support and protect Dr. Selden's right to respond. 

Note tlrat the subpoena is not withdrawn, and the foregoing requests are 
made without waiver and with full reservation of all of Dr. Selden's rights relating 
thereto. 

•I M 

Please let me know if you have any questions, i 



Sincerely youis. 




i J. Daniels 



I verify under penalty of perjury that the foregoing is true and correct. 
Executed on February 6, 2007, 





J. Daniels 



Attachment 



cc: Andrew C, von Eschenbach, Commissioner of the FDA 



\ 
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Issueiibytfae 

United States District Court 

DISTRICT OF COLUMBIA 



«' 



Securrtfes and Extihanga Commfssbn 

V- 

Richard F- SoWen 



TO: U>S. Food and Drug Administration 

5900 Fishers Lano, Rackvlllo, Maryland 20fl57 



SUBPOENA IN A CIVIL CASE 



CaseNiamber:* 05-11B05-NMG 

(Pending in USDC, 
District cf Massachusetts) 



:•* 



□ YOU ARE COMMANDED to appear io the United States District court, at ttie place, date, and timo specified below to 
testify in the above ca^e. 



PL/VCE OP TESTIMONY 



COURTROOM 



DATE AND TIME 



i 



of YOU AEE COMMAM)ED to appear at tbc place, date, and time ^jccified below to testify at the takmff of a oepositiDn 
: fh hnw ftACft "^® sijy«5t marora of the deposttfon em sol forih on Scnedule A, Pureuantfe Fed. Ft Ck- p. 30(bKB), \h& 
in mo aoove case, ^^ ^ ^^^^ ^^ ^^^ Admlnlstraiion choll doiriaftate one or mora perrons to tostHy about to examination topics. 



PU^CE OP DBPosmpN skBdden, Arps. Sfata, MoagHar & Flom LLP 

1440 New York Awnuo, NW, Washington. DC 20005 



DATE AND TIME 

2/20/2007 10:00 am 



n VOU ARE COMMANDED tq produce and permit inspectioo and ccspying of the following docmnents or objects at the 
place, date^ and time speccScd below (list documents or objects): 






PLACE 



J 



OATBANDTttlE 



n YOU ARE COMMANDED to permit inspection of the fbHowii^g pmniscs at the date end time specified below. 



PREMISES 



DATE AND TIME 



m^^^mt^^ 



Any orgasLQtioa not a party to lids suit tlsat is subpoeaiaed fbir tlie taking of a depositioa flhaU d^gnate one< orisiare officers, 
dincotord^orfflaziBging a^tsta^ ut o&erpci^ofis who costsem (o testify on its bdhalf^ and may set forth, for esicIipei^oiL designated, the 
maucrs oa which the pqracm will Tesdfy< Fcdoal lUiIes of Civil Procedure, 30Cb)(^. 



IBSUlH My iCBR'S SFGNATURB 

IUna4a J- 



I TrrLH PNDICAIE IP.ATTOKWSY FOR PUlNTrPF OR DEPENDANT) 

Counsel for DBfendant 




OATB 



1/29/2007 



ISSUINO OFFICER'S UAMB^M>DIHS3S 

Thomas J. Dougherty, Skadcten, Arpg^Slato, Mojghsr & Fiom LLP 

One Beacon Street, Boston, Masse.chu9Btts 02108. Phone No. (617) 573-4800 



■^ • 



If Tctioo ($ peodins ia distixt oiba theo dindct of H^mubcc^flaic disinct uBdo-cwc aumbcr. 



I ■■ 
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AfWR m«fjy^^^y^yvM>^faTiC[vflCiie. , 



x=saac 



J- - Hag 



PROOF OF SERVICE 



DATE 



SER"\^BD 



/-3H7 



^:5yi^m 






SHRVHD OK [PRINT NAME) 



MANN3tOF8ERVICB 



R.VBD BY (raWT \(tiKZ) f ' irrLB /^ 



/' 



I^ IM 



DECLARATION OF SERVER 



I dedarennder penalty of peijwyunder tbe laws of the United States of America that the foregoing mfonnation contained 
in the ProofofService is true and correct, . > 



Executed on /3v ^ J 



DATE 




///T WZ;. /^^ 



ABDRBSg OF SERVER 



14/AiiyOa Z^OOlff 



Rale *5, Frdcral Rules of Civil Ptwwdurci SubOiviBiona (&), (d), md (c), a3 ■dmcndod on December 1, 2006: 

(l)A.p«tyarin»m}ti»yTapa&iDiIqfivteJfvniKiUtKlKSvIc«Drinlipaim 
luvunbla xtqn id mid fnipOiiT\g ondua UadA-ilf ojLpoaio oa o p&iDQ fbhloA tci ttvi 
lubpbaiiH. Tlaooratonbchilfarwhk^lbdkiliipgaowwlinMulfl&lllcsFxcQAtedd^ 

iiwQdf, but U nofUiDitod ca, loitQvnUtai ind R ceimblccaciiTug)^ &«. 

4ain}ilii7tfi{BngDikd«texn)Dkal^t&midfaiba&^ 

thinix, Dt ibfpocrifSk nT poembci acel oot'opeir m yonoii at tho plioB prpnxJuotiDii or 

btpt^m oniim ooaoMKbd D ^pov fcr dcpcsi^^ 

iiofKsilan, oipyii]^ teitii^ ot F"ft pri-t|j tiMy, wUbitf 14 (^jri i/ttrieivicB oTClW) ttlbjieeai or 

Itfqft flio tuna ipeciQlcd ^ caoip]I4J3n ITflicb l£ino ll lol [f^ 

upon tfao ptt^ M iQcnKi^ dcilgaitcd [n iho lobpooa vnflu Qt^GCtioo to pmJ^^ 

^rfituT TtnrjfT** t«* [miw;«1i nriwyafaa nfthapefftim — QrtBjNvdiwbifclKiraiileiQypaiiBd 

paiT0MnllainijnlQr6f£liBcotfitlyiriifiiliicvul7ac3UiV9^ tfcojflBJpqIwt twgn g rift g, 

ttco^mjftavioig^pibpVTOMTSiay, npqfliiQtiCclofajPn°flMPimnirlnri%>pinaJbd^iBo^ 
It uv thntf^u Qidor to eompei il»pt(uhctiQQ, 11^^ 
Sucta u Rdflr iti CQB^ fhiU protiot Utf pci»qia who li itDi 1 pir^ » u DiflSe^ 
d^ffiuf^ceU iKpiiflH iwgltiog iSnn tbo !cv|;}«et)on. copylog, fiuHnc, or mnplfatfamnajKUfcwL 
0} CA) On ORoi/ RUTdon, tho ooiutt)jrivUdi 1 iDbpoeu vv-UiDodila 

(Q imi to allow feaiQuMib rime fiycprnplmnoj; 

^tb loqulna A pcMOD who b DCt h pu^ or ci offlcDr of « piTQ^ 10 n^vd ^^^ 
owrotb«9lOOmIlafnimlIu7l«ccwbcictialpeTicarciUr%£(onpIoyvliu'r^^ 
tujuv mjkcfvsw cxctffts dua wl^ ecilD fa pravlnou ofdiui^^ 
t pcnofl mty ifi cgtLr "to tttend tml be pnmmindwl to trvvDl Sniq csy sich plico wtflm "^ic 
fWo [q which TH^'tCMl U M4; 

(iU) nqoiiu disolonixp Ql>rivil«£cd qr Dths^unfioocd mklkrondifi oxEcp^ 
witmr ippIiiB; or 

(B)(riiub>»ni 

(i) ra^uth? dlit^oeoiti oTi (xwIb HIS9 tt otbo oon&dcnUt! fc«ea D^ dcwt^^ 
CT HHDDciciil IflfbnnAtioit. cir 

(Q) nQoIiEV dbcluun at in unmatocd rapesi^t ophiha or t&ftrnmdoQ not 
denx^jlog ipccdHo crvoa ereecuxrmiocj In dilipttV ii>d niuIjJa^ 
rcKttibe Eoqiuxtofsay t7^, or 

(Ui) BqpiTO I psion-^tio bwt B iwt^or u DlTtccf of « ptf^y to Ibcotio^ 
mposu u tuvol iwHo thu ] 00 0tl]ei to ft&wj trh), d« ocoitnqyj b ^ 



to orvf&clod by tbr wtipotot, ({4«bitn-rat^iil^'43o»bpoaoi or, ITtbo pu^ia H^tcap bohiir 
tbo oibpxin B l»w3 ^^vfm i mbiUntiil bocd (br tbo tBi&iM9 or ntatartal thit enwnt be 
Qdwrwia CDCt vrftlioat onduo hmkh^ ind vaemM dbii Uv ponoD to wbon Iho lubpoou U 
tddrcocd ifin Im nvooobiy ogappcflMtrdf ifac C^Oil 1^7 Gni(7 «[^ 
upon ijKoIficd eendltlfiitf. 

03(A)Apci«mirTpciidiTyg;oiiobpocMtopaDdigwdoaaneBtiihi&pl^^ 

t)^ in kqil is 11b uuil cDCTTc ofbt) anas or ibi ) t oruviim lail laM 
^oovBjSDffci fo Iho dcmin^ 

CB)lf4vabpo¥utfQC>tiMipetiityi3wtbcmor£QTi»fQrpTOdiaaistdgc4^^ 
Tnloxoatflkai, i y^tsaa rnpoDdlog.la i cubpom* cut {uodue* lh« Inftimnifaft m a $vr) ot 
{iaonf bi Trldcli d» pcTOV wdliurdy iBidiAiai Iln-invftsoiOTltsnBiQliian nmaablf 
tittbto, 

(Q A-pDis<ffi Joipoodb; to I snbp&oa sud tut pTodiso (!w ODD cfaira 
mtijtiftiinii pi pmni Ad0 quo fortL 

(D) Apfnon (p^jDodlQS to I ubpcrai ihoaliMprovlik [^^ 

ofttodttolocloaorcoit. Qnmo&aotticqntpddiio^vwwbqiuil^ 

ji^pcovQiy Is HwilniEuniADVibttibo mWu^HniihliimtnaiaaablyjxaBefiible bce«uie 

ofimdoelDrdcQarGQiL tf(hilito>ra<gfamidivtfgcPBKTnynf>wawfriPioTd»TiUpy^ 

&un <ui^ iQoran if ibe rRiootioif piofy iStowv 0xd ccuK, cou(^^ 

2Xt>)(0C^)i 'nttc4QirAi^>fp«^4bn£DazuIbr}faflil[ioovcry. 

fi) (A) Whim rrffiwiilirtnniBbJee^toitHtippoa JtwJUiheJdpB » ohfp ftwit bprivitnypd 
eriDlijoet tojVDbcbDQvsttlBl.pre^uAti'itainvtomlAitbccl^ bevudeescpRWiyaiid 
dutP^Wppoitedtiyitto|6Tyricft<»ffccittiQrecifito<toeuiccttt^ 
•potptoitoxd tim h wtSdcnt to cablfliba rinmgndhvgpiiy t& con^rt tboyhfaiL 

(B)irisAuB;kdoaisprodiioadian9pg(mtoi iQbfKMRi Aat'Q n^jocf to i dila of 

iqyjmk^thiiittBhrQdUuiafttnintionoft^Dltn&DUltbehBlifiiriL After bflo^ODtlflai^ 
a pnzV (BU tproQplV iciinxi, leqaailiir, V ilos trey tbo ^Ipcci^ 

humisuy notnae or tiie/ott (bs udtmni^m va^ iho otiim b rcjohod. A nnivznf pcry 
tauqr (namp2^ prc^ntlbc tufbnDkl^pD in tba ofMOCdEilia'itad fbr ■ dctonidufiftni of Iba cUtn. 

S<^ tp nadTVQ il TbfpvstObTbppnniucaitfBfflfbruitomuUpiacnrDthoiBlbiBUtfra 
uitQ die cMm ii itsotvcxL 

(e) CdNTlMn'. Filhnr of ny pmon vbbout idcxiaiie CECUI9 to ob^ t ubpoon fovod i^QD 
tin pcoTQao lEUQr l>e temed i cratSEBpt of tl* lajtDl ficn) v)ilch ihp aubfttsu itmat An 
fdcquvfd baine &r GiDote t& o'Ut oJflt wbeil « ^iibpotati poipora to n^gJan « SD^^niy co 
iBEsd or pntduoi irt t ptsfa tet within lbs Ibndj piovM tar cUmo (^} or putppuisnah 



■a 



--|.ts 



* 

'l 
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SCHEDULE A: 
SUBJECT MATTER FOR TESTIMONY 

1 . The FDA^s reaponscs'to the subpoenas for docnments issued by Dr. 
Seldca on or about October 28j 2005, and/or any court orders idating thereto, including 
but not limited to: (i) the responses of the OfScc of Chief Counsel; (ii) tiie responses of 
the Qf5ce of Enfbrocmeflt; (iii) the seanph&r documents; (iv) the collection and review 
of docnmento; and (v) any connnunicsdon with anyone at the Secamties and Exchange 
Commission ("SEC*Q with respect to any of the abovfe 

2. Fdr the period Jaiiuary l^ 1996 thiotigli April 24, 2003, the policies and 
cijstoniaiy practices of the Center For Biologtcs Evaluation And Research tegaiding the 
use, creation and maintenance of documents and records (mcluding but not limited to 
electronic mail) in connection with the evaluation and review of BLAs and IND? and/or 
any comraumcatiQns with sponsora regarding same. 

3. The FDA*s commraicatlon, consultation and^or coordination with other 
governmental agendeSj including but not limited to the SEC, relating to Tianskaryotic 
Thei^fiS, Ihc, Dr. Sdden and/or the aboYe-eaptioned action. 






■I 

i 



DEFtNrnONS 

Richard Selden mcorporaies by reference the Unifoim Definitions in Discover 
Requests as set forth in United Stated District Court of the District of Maasachnsetts 
Local Rule 26.5. 

Additionally, the followidg definitiqns and insiructiona shall apply; 

(A) The **Centef For Biologies Evaluation And Rcseanch" includes each of its 
offices, employees; agents, representatives or attomeyB, or any individual or entity 
presently or fonnerly acting at their request or on thdr behalf. 

CB) The 'TDA" indudes the U.S. Food & Drug Administration, and its 
departmeijs, including but not limited to the Centex For Biologies Evaluation And 
Research, any FDA employee, stafl^ consultant, agent, or any other member, guest or 
other person invited to advise the FDA relating to Replagal or Fabrazyme, 

(Q *TUcfaard Sdden" or "Dr. Selden*' includes Richard'F. Sdden, his 
' employee^ lepxesentatives, agents, attorneys and all other persons or entities acting or 
purporting to act on his bahalf 

CD) The "SEC" inchides the United States Securities and Exchange 
Commiasion, and each of its ofiGced, enqjloyeea, agents, representatives or attoimeys, or 
any individual or entity pteaeatjy or £?imcarly acting at their request, or on their behalf 

(E) ^Transklaryotic Thcrajriea, IhCu" includes its parents, successors, 
subsidiaries, divisions, operating units, afSMatcs, principals, of&cers, directors, 
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employee^, agems, attomeya, independent contractors and any person acting on their 
behalf. 

(F) *'BLA'* means any Biologic^ Lteense AppUeatioit 

(G) 'TND" means any InvcstigKtional New Drug, 

(H) . The term ''commmiicatiDn" is used in fhe broadest sense and means the 
transmittal of informatioa (in the feim of fecta, ideas, inqtiiriK or otherwise) whether 
written or oral, andineludc^ without limitation all forms of electronic mail, voice mail or 
other iccorded &nns of commimioation. It include^ but is not limited to, documents, 
meetings and coaversattona. To ^ extent the commtmication is a meeting or 
conversation, you ore requested to (a) identify all participants in the meeting or 
convecsaiion and (b) sate the nature and substance of the meeting or conversatioiL The 
term ^''coTrtmunications'' means any tomsmittal of infomiation (in the &jxn of facts, ideas, 
inquiries or otherwise). 

(I) The term •*documeaf * is iised in the broadest sense and includes, but is not 
limited to, the following items, whether typed, printed, recorded, written out by hand, 
photographed, microfilmed, micrafichcd, or reproduced by any other mechanical or 
electronic process, inchding any information maintained on compute memory disk or 
electronic or magnetic media, whether or not printed out, and any information to wWch 
you have access by reason of any computer, including, without limitation; agreements; 
contracts; communications, including intm-company commumcations; correspondence; 
e-mails; envelopes; telegrams; telecopies; telefacsibnfles; memoranda; agenda; books; 
summaries of records of personal or teIq)bone conversations or interviews; telephone 
logs; diaries; articles; newspapers; circulars; brochures; pamphlets; forecasts; statistical 
statements; accountants' work papers; graphs; chalrts; slides; drawings; diagrams; films; 
video tapes; visual aids; audio tapes; comp^ discs or CD-IlOMs; accounts; analytical 
records; worksheets; worksheet files; spreadsheets; word processor files; minutes or 
records of meetings or confiaercea; reports or summaries of interviews; reports or 
summaries of investigations; opinions or reports of consultants; qvpraisals' rccorda; 
reports or sunmiaries of negotiations; trade letters; press releases; notes; projectjons; 
drafts of any documents; woildngpapecs; s;ecurities ledgers; checks, front and bade; 
check stubs or receipts; any other document or writings of whatever description. 

(J) The tcmi *'peison*' irusludes natural persons, or any business, legal, or 
governmental entity or assodatiorL * 

(K) Th& term '^dating to" means codc^mingi constittiting, containing, 
embodying, comprising, reflecting, i4entifyii^ stating, referring to, dealing with, 
commenting on, responding to, describing, analyzing, or in any way pertaining to, 

(L) The Bingdar includes the plured and the plural includes the singular; the 
words ^'and'* and "or*' shall be both conjunctive and disjunctive; ^^any** means "any and 
all'*; the word "include** or ^including" means including without limitation- 
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